CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW
SORTED BY PANEL AND REGULATION

ANESTHESIOLOGY PANEL

SECTI ON
NO

- REGULATI ON NAME
PRCDUCT CCDE - DEVI CE NAME

TI ER

27-MAR-96

CLASS

868. 1910

868. 5620

868. 5640

868. 5675

868. 5700

868. 6810

ESCPHAGEAL STETHOSCCOPE

BZW - STETHOSCOPE, ESCPHACGEAL

BREATH NG MOUTHPI ECE

BYP - MOUTHPI ECE, BREATHI NG

MEDI Cl NAL NONVENTI LATORY NEBULI ZER ( ATOM ZER)
C0Q - NEBULI ZER, MEDI C NAL, NON- VENTI LATCRY (ATCOM ZER)
REBREATH NG DEVI CE

BYW - DEVI CE, REBREATH NG

NONPONERED OXYGEN TENT

FOG - HOOD, OXYGEN, | NFANT

BYL - TENT, OXYGEN

TRACHECBRONCH AL SUCTI ON CATHETER

BSY - CATHETERS, SUCTI ON, TRACHECBRONCH AL

PACE 1
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SECTION - REGULATI ON NAME

NO PRODUCT OODE - DEVI CE NAME TIER  QLASS

862.1030 ALAN NE AM NO TRANSFERASE (ALT/ SGPT) TEST SYSTEM

ClJ - DAZO ALT/ SGPT 2 I

CKD - HYDRAZONE COLCRI METRY, ALT/ SGPT 2 I

CKA - NADH OXI DATI ON NAD REDUCTI ON, ALT/ SGPT 2 I

CKC - VAN LLI N PYRWATE, ALT/ SGPT 2 I
862. 1040 ALDOLASE TEST SYSTEM

CIC - FRUCTCSE-1, 6-Di PHOSPHATE AND NADH (U.V.), ALDCLASE 2 I

CJIT - HYDRAZONE COLCR METRY, ALDOLASE 2 I

862. 1060 DELTA- AM NOLEVULINIC ACI D TEST SYSTEM

JKL - AC D, DELTA-AM NCLEVULI NI C, | ON- EXCHANGE COLUWNS W TH

COLORI METRY 2 I

862. 1065 AWMON A TEST SYSTEM

JI G - ELECTRCDE, | ONSPECQ FI C METHOD, AWMON A

JIF - ENZYMATI C METHCD, AMMON A

JIE - METHOD, | ON-EXCHANGE, AMMONI A

JID - PHOTOVETRI C METHCD, AMVONI A
862. 1075 ANDROSTENEDI ONE TEST SYSTEM

QA Z - RADI O MVUNCASSAY, ANDRCSTENEDI ONE
862. 1080 ANDRCSTERONE TEST SYSTEM

AY - RAD O MMUNQASSAY, ANDROSTERONE 2 I
862. 1095 ASCCRBI C ACI D TEST SYSTEM

JMA - ACI D, ASCCRBIC, 2, 4-D N TROPHENYLHYDRAZI NE ( SPECTROPHOTOMETRI C) 2 I
862.1113 BILIRUBIN (TOTAL AND UNBOUND) | N THE NEONATE TEST SYSTEM

MM - BILIRUBIN (TOTAL AND UNBOUND) | N THE NEONATE TEST SYSTEM 2 I
862.1115 URI NARY BILIRUBIN AND | TS CONJUGATES ( NONQUANTI TATI VE) TEST SYSTEM

JJB - AZO DYES, COLORIMETRIC, BILIRUBIN & | TS CONJUGATES ( UR NARY, 2 I
862. 1130 BLOOD VOLUVE TEST SYSTEM

NNNDN

N

JKP - CHROM UM 51, BLOCD VOLUME 2 I
862. 1135 G PEPTIDES OF PRAO NSULI N TEST SYSTEM

JKD - RADI O MMUNQASSAY, GC PEPTIDES OF PRO NSULIN 2 I
862. 1165 CATECHOLAM NES (TOTAL) TEST SYSTEM

CHQ - CHROVATOGRAPH C/ FLUCROVETRI C METHOD, CATECHOLAM NES 2 I

CHT - ELECTROPHORETI C METHOD, CATECHOLAM NES 2 I
862.1175 CHOLESTERCL (TOTAL) TEST SYSTEM

CD - ACD, FERRICIONSULFUR C, CHOLESTERCL 2 I

CHH - ENZYNATI C ESTERASE- - OXI DASE, CHOLESTERCL 2 I

O30 - LI EBERVAN BURCHARDY ABELL- KENDALL, COLCRI METRI C, CHOLESTERCL 2 I
862. 1180 CHYMOTRYPSI N TEST SYSTEM

JKW- N ACETYL-L- TYRCSI NE ETHYL ESTER (U.V.), CHYMOTRYPSI N 2 I

JKX - N BENZOYL- L- TYROSI NE ETHYL ESTER (U.V.), CHYMOTRYPSI N 2 I
862.1185 COVPOUND S (11- DEOXYCORTI SCOL) TEST SYSTEM

JKB - RADI O MMUNQASSAY, COMPOUND S (11- DEOXYCORTI SQL) 2 I
862. 1195 CCRTI CA DS TEST SYSTEM

CHE - RADI O MMUNCASSAY, CORTI CGa DS 2 I
862. 1200 CORTI COSTERONE TEST SYSTEM

CHA - RADI O MMUNQASSAY, CORTI COSTERONE 2 I

862. 1240 CYSTINE TEST SYSTEM
JLD - CHROVATOGRAPHI C, CYSTI NE 2 I
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JLC - N TROPRUSSI DE REACTI ON ( QUALI TATI VE, URINE), CYSTINE 2 I
862. 1245 DEHYDRCEPI ANDRCSTERONE ( FREE AND SULFATE) TEST SYSTEM

JKC - RADI O MMUNQASSAY, DEHYDRCEPI ANDRCSTERONE ( FREE AND SULFATE) 2 I
862. 1250 DESOXYCCORTI COSTERONE TEST SYSTEM

JLE - RAD O MMUNQASSAY, DESOXYCORTI COSTERONE 2 I
862. 1260 ESTRADI Q. TEST SYSTEM

CHP - RADI O MMUNQASSAY, ESTRADI CL 2 I
862. 1265 ESTRI QL TEST SYSTEM

CE - RADI O MMUNQASSAY, ESTR QL 2 I
862. 1270 ESTROGENS (TOTAL, | N PREGNANCY) TEST SYSTEM

CHM - RADI O MVMUNCQASSAY, TOTAL ESTROCGENS | N PREGNANCY 2 I
862. 1275 ESTROGENS ( TOTAL, NONPREGNANCY) TEST SYSTEM

JMD - RADI O MMUNQASSAY, TOTAL ESTROGENS, NONPREGNANCY 2 I
862. 1280 ESTRONE TEST SYSTEM

CG- - RADI O MVMUNQASSAY, ESTRONE 2 I
862. 1285 ETI CCHOLANCLONE TEST SYSTEM

JLF - RADI O MMUNQASSAY, ETI OCHOLANOLONE 2 I
862. 1300 FOLLI CLE- STI MULATI NG HORMONE TEST SYSTEM

C& - RADI O MMUNQASSAY, FOLLI CLE- STI MULATI NG HORMONE 2 I
862. 1310 GALACTCSE TEST SYSTEM

JIC - COLORI METRI C METHCD, GALACTCSE 2 I

JIA - ENZYMATI C METHCDS, GALACTCSE 2 I

JIB - U V. METHOD, GALACTCSE 2 I
862. 1325 GASTRIN TEST SYSTEM

CGC - RADI O MVMUNQASSAY, GASTRI N 2 I
862. 1330 GLCBULIN TEST SYSTEM

CEH - ELECTROPHCORETI C, GLGBULI N 2 I

JGD - NEPHELOMETRI C METHCD, G.CGBULI N 2 I

JGC - TRYPTCPHAN MEASUREMENT ( COLORI METRIC), GLCBULIN 2 I

JCE - TURBI D METRI C METHCD, G.CGBULI N 2 I
862. 1335 CGLUCAGON TEST SYSTEM

JME - RADI O MMUNQASSAY, GLUCAGON 2 I
862. 1360 GAMVA- GLUTAMYL TRANSPEPTI DASE AND | SCENZYMES TEST SYSTEM

JPZ - COLORI METRI C METHCD, GAMVA- GLUTAMYL TRANSPEPTI DASE 2 I

JQA - ELECTROPHCRETI C, GAMVA- GLUTAMYL TRANSPEPTI DASE | SCENZYMES 2 I

JB - KINETIC METHOD, GAMVA- GLUTAWYL TRANSPEPTI DASE 2 I
862. 1370 HUVAN GROMH HORMONE TEST SYSTEM

CFL - RADI O MMUNQASSAY, HUMAN GROMH HORMONE 2 I
862. 1375 H STIDI NE TEST SYSTEM

JM - CHROVATOGRAPHI C, H STI D NE 2 I

JMI - M CROBIOLOG CAL, H STID NE 2 I
862.1385 17- HYDROXYCORTI COSTERA DS (17- KETOGENI C STERA DS) TEST SYSTEM

CDG - CHROVATOGRAPHY SEPARATI QN ZI MVERVAN 17- KETOGENI C STERQ DS 2 I

JHD - FLUOROMETRI C METHCD, 17- HYDROXYCORTI COSTERA DS 2 I

CDB - PORTER SI LBER HYDRAZONE, 17- HYDROXYCORTI COSTERA DS 2 I

JHE - RADI QASSAY, 17- HYDROXYCORTI COSTERA DS 2 I

CCZ - ZI MVERVAN NORYMBERSKI, 17- KETOGENI C STERQ DS 2 I

862.1390 5- HYDROXYI NDCLE ACETI C ACI Y SEROTON N TEST SYSTEM

CDA - ACD, N TROUS AND N TROSONAPHTHCL, 5- HYDROXYI NDOLE ACETI C 2 I
862. 1395 17- HYDROXYPROGESTERONE TEST SYSTEM

JLX - RAD O MMUNQASSAY, 17- HYDROXYPROGESTERONE 2 I
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862. 1400 HYDROXYPRCLI NE TEST SYSTEM
JMM - COLUWN CHROVATOGRAPHY & OCLOR DEVELCPMENT, HYDROXYPRCLI NE |
JMWN - EXTRACTI ON PLUS CHROVATOGRAPHY W TH CCLOR BY NI NHYDRI N,
HYDROXYPRCLI NE 2
862. 1405 | MMUNOREACTI VE | NSULI N TEST SYSTEM
CFP - RADI O MVUNOASSAY, | MMUNOREACTI VE | NSULI N |
862.1410 | RON (NON-HEME) TEST SYSTEM
JIZ - ATOM C ABSORPTI ON, | RON ( NON- HEME) 2 |
OFM - BATHOPHENANTHROLI NE, CCLOR! METRY, | RON ( NON HEVE) 2 |
JI'Y - PHOTOVETR C METHCD, | RON ( NON- HEME) 2 |
JJA - RADI O LABELED | RON METHOD, | RON ( NON- HEME) 2 |
862. 1415 | RON-BI NDI NG CAPACI TY TEST Bl NDI NG
JQF - BATHOPHENANTHROLI NE, | RON Bl NDI NG CAPACI TY 2 |
JMD - FERRCZI NE (COLCRI METRIC) | RON Bl NDI NG CAPACI TY 2 |
JQG - RADIOVETRIC, FE59, | RON Bl NDI NG CAPACI TY 2 |
JGE - RESIN, | ON-EXCHANGE, ASCORBI C ACI D, OCLOR METRY, | RON Bl NDI NG
CAPACI TY 2
JQD - RESIN, | ON-EXCHANGE, TH OGLYCOLI C ACID, COLCRI METRY, | RON
Bl NDI NG 2
862. 1430 17- KETCSTERQ DS TEST SYSTEM
CDE - CHROVATOGRAPH C SEPARATI OV ZI MVERMAN, 17- KETOSTERQ DS 2 |
CCY - ZI MERVAN ( SPECTROPHOTOMVETRI C), 17- KETOSTERQ DS 2 |
862. 1435 URI NARY KETONES ( NONQUANTI TATI VE) TEST SYSTEM
JIN - N TROPRUSSI DE, KETONES (UR NARY, NCN- QUANT.) 2 |
862. 1450 LACTIC ACI D TEST SYSTEM
KHP - ACI D, LACTIC, ENZYNATI C METHOD 2 |
862. 1460 LEUCI NE AM NCPEPTI DASE TEST SYSTEM
JGG - L-LEUCI NE-4- NI TROAN LI DE (COLORI METRIC), LEUCI NE ARYLAM DASE 2 |
CDC - L-LEUCYL B- NAPHTHYLAM DE, LEUCI NE AM NOPEPTI DASE 2 |
862. 1465 LI PASE TEST SYSTEM
CH - LI PASE- ESTERASE, ENZYMATI C, PHOTOMETRI C, LI PASE 2 |
COFG - OL EMALSI OV THYMOLPHTHALEI N (TI TR METRI C), LI PASE 2 |
CET - OLIVE OL EMLSI ON (TURBI DI METRI C), LI PASE 2 |
862. 1475 LI POPROTEI N TEST SYSTEM
JHV - OOLOR METRI C METHOD, LI POPROTEI NS 2 |
JHO - ELECTROPHORETI C SEPARATI ON, LI POPROTEI NS 2 |
JHL - M CRCDENSI TOVETRY METHOD, LI PCPROTEI NS 2 |
JHQ - NEPHELOMVETR C METHOD, LI POPROTEI NS 2 |
JHP - RADI AL | MMUNCDI FFUSI ON, LI POPROTEI NS 2 |
JHN - TURBI DI METR C METHOD, LI POPROTEI NS 2 |
862. 1485 LUTEI Nl ZI NG HORVONE TEST SYSTEM
CEP - RADI O MVUNOASSAY, LUTEI NI ZI NG HORVONE 2 |
862. 1495 NAGNES| UM TEST SYSTEM
JA@ - ATOM C ABSCRPTI ON, MAGNESI UM 2 |
CFA - ELECTRCDE, | ON SPECI FIC, MAGNES! UM 2 |
JG) - PHOTOVETR C METHOD, NMAGNES| UM 2 |
CFO - TITR METRI C, MAGNES! UM 2 |
862. 1500 MALI C DEHYDROGENASE TEST SYSTEM
JVB - ACI D, OXALACETI C AND NADH OXI DATION (U.V.), MALIC
DEHYDROGENASE 2
862. 1505 MJCOPOLYSACCHAR DES TEST SYSTEM
JQON - OOLOR METRI C, MUCOPCLYSACCHAR! DES 2 |
862.1510 URI NARY N TR TE ( NONQUANTI TATI VE) TEST SYSTEM

JMI - DI AZO (COLORIMETRIC), NI TR TE (URI NARY, NON- QUANT)



CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW

SORTED BY PANEL AND REGULATION 27-MAR-96
CLINICAL CHEMISTRY PANEL Continued PAGE 5
SECTION - REGULATI ON NAME

NO PRODUCT OODE - DEVI CE NAME TIER  QLASS

862. 1520 5' - NUCLECTI DASE TEST SYSTEM

CED - 5- AMP- PHOSPHATE RELEASE (OOLCR METRI C TEST), 5'- NUCLEOTI DASE 2 I
862. 1530 PLASVA ONCOVETRY TEST SYSTEM

JNX - MEMBRANE OSMOMETRY, PLASMA ONCOMETRY 2 I
862. 1535 ORNI THI NE CARBAMYL TRANSFERASE TEST SYSTEM

JMY - O TRULLI NE, ARSENATE, NESSLER ( COLCRI METRY), ORN THI NE

CARBAMYL 2 I

862. 1540 OSMOLALI TY TEST SYSTEM

JMZ - COVPARI SON COF FREEZI NG PA NTS & STDS. OF KNOMW

OCSMOT1 C PRESSURE, 2 I

JNA - VAPCR PRESSURE, CSMOLALI TY OF SERUM & UR NE 2 I
862. 1542 OXALATE TEST SYSTEM

LPW- SYSTEM TEST, OXALATE 2 I
862. 1550 URI NARY PH ( NONQUANTI TATI VE) TEST SYSTEM

CEN - DYE- | NDI CATOR, PH (URI NARY, NON- QUANT.) 2 I
862. 1560 URI NARY PHENYLKETONES ( NONQUANTI TATI VE) TEST SYSTEM

CES - CHROMOGENESI S, PHENYLKETONES ( URI NARY, NON- QUANT.) 2 I

J&X - FERRI C CHLOR DE, PHENYLKETONES (URI NARY, NON- QUANT.) 2 I

862. 1570 PHOSPHCOHEXCSE | SOVERASE TEST SYSTEM

JNE - GLUCCSE- 6- PHOSPHATE (COLCRI METRI C), PHOSPHCOHEXOSE | SOVERASE 2 I

KLJ - NAD REDUCTION (U.V.), PHOSPHOHEXCSE | SOVERASE 2 I
862. 1580 PHOSPHCRUS (| NORGANI C) TEST SYSTEM

CEO - PHOSPHOMOLYBDATE ( COLORI METRI C), | NORGANI C PHOSPHCORUS 2 I
862. 1590 PCORPHCOBI LI NOGEN TEST SYSTEM

JNF - | ON-EXCHANCE RESIN, EHRLI CH S REACGENT, PCRPHCOBI LI NOGEN 2 I
862. 1595 PCORPHYR NS TEST SYSTEM

JKJ - FLUCROVETRI C MEASUREMENT, PORPHYRI NS 2 I
862. 1605 PREGNANEDI O TEST SYSTEM

JLP - SPECTRCOPHOTOMETRI C METHOD, PREGNANEDI L 2 I
862. 1610 PREGNANETRI Q. TEST SYSTEM

JLR - GAS CHROVATOGRAPHY, PREGNANETRI CL 2 I

JLQ - SPECTRCPHOTOMETR C METHOD, PREGNANETR CL 2 I
862. 1615 PREGNENCLONE TEST SYSTEM

JNG - RADI O MMUNQASSAY, PREGNENOLONE 2 I
862. 1620 PROCESTERONE TEST SYSTEM

JLS - RADI O MMUNQASSAY, PROGESTERONE 2 I
862.1625 PROLACTI N (LACTOGEN) TEST SYSTEM

CFT - RADI O MMUNCASSAY, PRCOLACTI N ( LACTCGEN) 2 I
862.1630 PROTEI N (FRACTI ONATI ON) TEST SYSTEM

JQ - DENSI TOVETERI C, PROTEI N FRACTI ONATI ON 2 I

CEF - ELECTROPHCORETI C, PROTEI N FRACTI ONATI ON 2 I

JOK - | MMUNCDI FFUSI ON, PROTEI N FRACTI ONATI ON 2 I
862.1645 URI NARY PROTEI N OR ALBUM N ( NONQUANTI TATI VE) TEST SYSTEM

JIR - | NDI CATOR METHOD, PROTEIN OR ALBUM N (URI NARY, NON- QUANT.) 2 I

JIQ - TURBI DI METRI C METHCD, PROTEIN CR ALBUM N (URI NARY, NON-QUANT.) 2 I

862. 1650 PYRWATE Kl NASE TEST SYSTEM
JNJ - PHOSPHCENCL PYRWATE, ADP, NADH, PYRWATE Kl NASE 2 I
862. 1655 PYRWI C AC D TEST SYSTEM
JLT - A D, PYRWIC, ENZYMATIC (U. V.)
862.1660 QUALITY CONTROL MATERI AL ( ASSAYED AND UNASSAYED)
JJS - CONTRCOLS FOR BLOOD- GASES, (ASSAYED AND UNASSAYED)
JJR - ELECTRCLYTE CONTRCLS (ASSAYED AND UNASSAYED)
JJT - ENZYME CONTRCLS (ASSAYED AND UNASSAYED)
JJY - MULTI - ANALYTE CONTROLS, ALL KINDS (ASSAYED AND UNASSAYED)

N

NNNDN
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JIX - SINGLE (SPECI FI ED) ANALYTE CONTROLS (ASSAYED AND UNASSAYED) 2 |

JIW- UR NALYSI S CONTROLS ( ASSAYED AND UNASSAYED) 2 |
862. 1680 TESTOSTERONE TEST SYSTEM

CDZ - RADI O MVUNOASSAY, TESTCSTERONES AND DI HYDROTESTOSTERONE 2 |
862.1705 TR GLYCER DES TEST SYSTEM

JGY - OOLOR METRI C METHOD, TR GLYCER DES 2 |

JOW- FLUCROMETRI C METHOD, TR GLYCER DES 2 |

CDT - LI PASE HYDROLYSI § GLYCEROL KI NASE ENZYME, TR GLYCER DES 2 |

CEA - TLC CHROMATOGRAPH C SEPARATI ON TRI GLYCER! DES 2 |

J&X - TURBI DI METR C METHOD, TR GLYCER DES 2 |
862.1725 TRYPSI N TEST SYSTEM

JNO - N-BENZOYL- L- ARG NI NE ETHYL ESTER (U.V.), TRYPSIN 2 |

JNN - P- TOLUENESULPHONYL- L- ARG NI NE METHYL ESTER (U.V.), TRYPSI N 2 |
862.1730 FREE TYROSI NE TEST SYSTEM

CDR - 1- Nl TROSO- 2- NAPHTHOL ( FLUCROVETRI C), FREE TYROSI NE 2 |
862.1775 UR C ACI D TEST SYSTEM

LFQ - AOD, URIC, ACD REDUCTI ON CF FERRIC | ON 2 |

CDH - ACD, URC, PHOSPHOTUNGSTATE REDUCTI ON 2 |

KNK - AGD, URIC, URI CASE (COLCR METR C) 2 |

JHB - AOD, URC UR CASE (COLOR METRI Q) 2 |

JHA - AOD, URC UR CASE (GASOVETR Q) 2 |

JHC - AOD, URC, UR CASE (OXYGEN RATE) 2 |

DO - ACD, URC URCASE (U V.) 2 |
862.1780 URI NARY CALCULI (STONES) TEST SYSTEM

JNP - | NFRARED SPECTROSCOPY MEASUREMENT, URI NARY CALCULI ( STONE) 2 |

JNQ - QUALI TATI VE CHEM CAL REACTI ONS, URI NARY CALCULI ( STONE) 2 |
862. 1785 URI NARY URCBI LI NOGEN ( NONQUANTI TATI VE) TEST SYSTEM

CDM - DI AZONI UM COLCRI METRY, URCBI LI NOGEN ( URI NARY, NON- QUANT. ) 2 |
862.1790 URCPORPHYR N TEST SYSTEM

JNZ - FLUOROMETRI C, URCPORPHYR! N 2 |

JQ - SPECTROPHOTOMETRI C, URCPORPHYRI N 2 |
862.1795 VAN LMANDELI C ACI D TEST SYSTEM

CDF - ACD, VAN LMANDELIC, DI AZQ P-N TROAN LI NE/ VAN LLI N 2 |

CDK - ACID, VAN LMANDELI C, ELECTROPHORETI C SEPARATI ON 2 |
862.1805 \I TAM N A TEST SYSTEM

JOA - AQD, TR FLUOROACETIC, VITAMN A HEXANE EXTRACTI ON 2 |
862.1820 XYLOSE TEST SYSTEM

JOC - OOLOR METRI C, XYLCSE 2 |

JQV - P- BROVOANI LI NE, XYLOSE 2 |
862.2140 CENTR FUGAL CHEM STRY ANALYZER FOR CLI NI CAL USE

JJG - ANALYZER CHEM STRY, CENTR FUGAL, FCR CLI NI CAL USE 2 |
862. 2150 CONTI NUCUS FLOW SEQUENTI AL MULTI PLE CHEM STRY ANALYZER FOR

CLINI CAL USE
JJC - ANALYZER CHEM STRY (SEQUENTI AL MULTI PLE, OONTI NUOUS FLOW
CLI NI CAL 2 |

862. 2160 DI SCRETE PHOTQVETRI C CHEM STRY ANALYZER FOR CLI N CAL USE
JJE - ANALYZER, CHEM STRY (PHOTOMETRI C, DI SCRETE), FOR CLIN CAL USE 2 I
862.2170 M CRO CGHEM STRY ANALYZER FOR CLI NI CAL USE

JJF - ANALYZER CHEM STRY, M CRO FOR CLIN CAL USE 2 I
862. 2300 COLCRI METER, PHOTOMETER, OR SPECTRCPHOTOMETER FOR CLI NI CAL USE
JJQ - COLOR METER, PHOTOMETER, SPECTRCPHOTOMETER FCR CLI NI CAL USE 2 I

862. 2400 DENSI TOVETER/ SCANNER (| NTEGRATI NG REFLECTANCE, TLC,
RADI OCHROVATOGRAM FCR. ) CLI
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JQT - DENSI TOVETER/ SCANNER (| NTEGRATI NG REFLECTANCE, TLC,
RADI OCHROVAT. ) 2 |

862. 2500 ENZYME ANALYZER FOR CLI NI CAL USE

JJI - ANALYZER ENZYME, FOR CLIN CAL USE 2 |
862. 2540 FLAVE EM SSI ON PHOTOMETER FCR CLI NI CAL USE

JJO - FLAME EM SSI ON PHOTOVETER FOR CLI NI CAL USE 2 |
862. 2560 FLUCROVETER FOR CLI Nl CAL USE

KHO - FLUCROVETER FOR CLI NI CAL USE 2 |
862. 2680 M CROTI TRATOR FCR CLI NI CAL USE

JRA - M CROTI TRATCR  FOR CLI NI CAL USE 2 |
862. 2700 NEPHELOMETER FOR CLI NI CAL USE

JQX - NEPHELOVETER, FOR CLIN CAL USE 2 |
862.2730 CSMOMETER FOR CLI NI CAL USE

JIM - OSMOMETER FCR CLI NI CAL USE 2 |
862. 2750 Pl PETTI NG AND DI LUTI NG SYSTEM FCR CLI NI CAL USE

JQW- STATION, PIPETTING AND Di LUTING FOR CLIN CAL USE 2 |
862. 2900 AUTOMATED UR NALYSI S SYSTEM

KQO - AUTOVATED UR NALYSI S SYSTEM 2 |
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None Eligible
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SECTION - REGULATI ON NAME
NO PRODUCT CCDE - DEVI CE NAME TIER  CLASS
872.3400 KARAYA AND SCDI UM BORATE W TH CR W THOUT ACACI A DENTURE ADHESI VE
KOM - ADHESI VE, DENTURE, ACACI A AND KARAYA W TH SCDI UM BORATE 1 |
872.3700 DENTAL MERCURY (U.S.P)
ELY - NMERCURY 2 |
872.4200 DENTAL HANDPI ECES AND ACCESSCRI ES
EBW- CONTROLLER, FOOT, HANDPI ECE AND CCRD 2 |
EFB - HANDPI ECE, Al R PONERED, DENTAL 2 |
EFA - HANDPI ECE, BELT AND OR GEAR DR VEN, DENTAL 2 |
EGS - HANDPI ECE, CONTRA- AND R GHT- ANGLE ATTACHVENT, DENTAL 2 |
EKX - HANDPI ECE, DI RECT DRI VE, AC POAERED 2 |
EKY - HANDPI ECE, WATER- POWERED 2 |



CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW
27-MAR-96

SORTED BY PANEL AND REGULATION

EAR, NOSE, AND THROAT PANEL

SECTI ON
NO

- REGULATI ON NAME
PRCDUCT CCDE - DEVI CE NAME

TIER

CLASS

874.

874.

874.

874.

874.

874.

874.

874.

874.

1070

1500

1800

1925

3300

4100

5300

5550

5840

SHORT | NCREMENT SENSI TIM TY I NDEX (S| SI) ADAPTER
ETR - ADAPTCR, SHORT | NCREMENT SENSI TIM TY | NDEX (Sl SI)

QUSTOVETER

ETM - QUSTOVETER

AR OR WATER CALCRI C STI MLATOR
KHH - STI MLATOR, CALCRIG AR

ETP - STI MLATOR, CALCRI G WATER
TOYNBEE DI AGNCSTI C TUBE

ETK - TUBE, TOYNBEE DI AGNCSTI C
HEARI NG Al D

ESD - HEAR NG Al D, Al R- CONDUCTI ON
LRB - FACE PLATE HEARI NG Al D

EPI STAXI' S BALLCON

EMX - BALLOON, EPI STAXI S

ENT EXAM NATI ON AND TREATMENT UNI T
ETF - UNT, EXAM N NG TREATMENT, ENT
PONERED NASAL | RRI GATCR

KMA - | RRI GATOR, PONERED NASAL
ANTI STAMVERI NG DEVI CE

KTH - DEVI CE, ANTI - STAMMERI NG

PACE 10



CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW

SORTED BY PANEL AND REGULATION 27-MAR-96
GASTROENTEROLOGY-UROLOGY PANEL PAGE 11
SECTION - REGULATI ON NAME

NO PRODUCT OODE - DEVI CE NAME TIER  QLASS

876.5160 UROLOG CAL CLAMPS FOR MALES

FHA - CLAMP, PEN LE 1 I
876.5210 ENEMA KIT
FCE - KIT, ENEMA (FOR CLEAN NG PURPCSE) 2 I

876.5250 URI NE COLLECTOR AND ACCESSCRI ES
FAQ - BAG UR NE CCOLLECTION, LEG FOR EXTERNAL USE 1 I



CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW

SORTED BY PANEL AND REGULATION 27-MAR-96
HEMATOLOGY PANEL PAGE 12
SECTION - REGULATI ON NAME

NO PRODUCT OODE - DEVI CE NAME TIER  QLASS

864. 5240 AUTQOVATED BLQOOD CELL Di LUTI NG APPARATUS

GKH - APPARATUS, AUTQVATED BLOCD CELL DI LUTI NG 2 I
864. 7040 ADENCSI NE TR PHOSPHATE RELEASE ASSAY

KHF - ADEN NE NUCLEOTI DE QUANTI TATI ON 2 I

JWR - ATP RELEASE (LUM NESCENCE) 2 I

864. 8950 RUSSEL VI PER VENOM REAGENT
G R - REACGENT, RUSSEL VI PER VENOM 2 I



CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW

SORTED BY PANEL AND REGULATION 27-MAR-96
GENERAL HOSPITAL PANEL PAGE 13
SECTION - REGULATI ON NAME
NO PRODUCT OCDE - DEVI CE NAME TIER  CLASS
880.5270 NECNATAL EYE PAD
FOK - PAD, NEONATAL EYE 2 |
880.5420 PRESSURE | NFUSCR FCR |. V. BAG
KZD - INFUSCR PRESSUE, FCR I.V. BAGS 2 |
880.5680 PEDI ATRI C PCSI TI ON HOLDER
FRP - HOLDER | NFANT PCSI Tl ON 2 |
880. 6250 PATI ENT EXAM NATI ON GLOVE
LZB - FINGER OOT 1 !
FMC - GLOVE, PATIENT EXAM NATI ON 1 |
LYY - GLOVE, PATIENT EXAM NATI ON, LATEX 1 |
LZA - GLOVE, PATIENT EXAM NATIQN, POLY 1 |
LZC - GLOVE, PATIENT EXAM NATIQN, SPECI ALTY 1 |
LYZ - GLOVE, PATIENT EXAM NATI N, VI NYL 1 |
880. 6375 PATI ENT LUBR CANT
KM) - LUBRI CANT, PATIENT 2 |
880. 6760 PROTECTI VE RESTRAI NT
BRT - RESTRAI NT, PATI ENT, OONDUCTI VE 3 !
FMQ - RESTRAI NT, PROTECTI VE 3 |



CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW

SORTED BY PANEL AND REGULATION 27-MAR-96
IMMUNOLOGY PANEL PAGE 14
SECTION - REGULATI ON NAME

NO PRODUCT OODE - DEVI CE NAME TIER  QLASS

866. 5060 PREALBUM N | NNUMOLOGE CAL TEST SYSTEM

JZJ - PREALBUM N, ANTI GEN, ANTI SERUM CONTRCL 2 I

DDS - PREALBUM N, FITC, ANTI GEN, ANTI SERUM CONTRCL 2 I
866. 5065 HUVAN ALLOTYPI C MARKER | MMUNCLOG CAL TEST SYSTEM

DHF - DKM 1, ANTIGEN ANTI SERUM OCONTRCL 2 I

DGX - NGLM A), ANTI GEN, ANTI SERUM GCONTRCL 2 I

DH - NGSMBO, ANTIGEN, ANTI SERUM GCONTRCL 2 I

DHQ - N&GM G, ANTI GEN, ANTI SERUM GCONTRCL 2 I

DHY - NAMA), ANTI GEN, ANTI SERUM CONTRCL 2 I
866. 5160 BETA-G.CBULI N | MMUNCLOG CAL TEST SYSTEM

DCJ - BETA-G@OBULIN, ANTI GEN, ANTI SERUM GCONTRCL 2 I
866. 5200 CARBONI C ANHYDRASE B AND C | MMUNOLOGE CAL TEST SYSTEM

DDH - CARBON C ANHYDRASE B, ANTI GEN, ANTI SERUM CONTRCL 2 I

DDE - CARBON C ANHYDRASE C, ANTI GEN, ANTI SERUM CONTRCL 2 I

KTK - REAGENT, | MMUNQASSAY, CARBON C ANHYDRASE B AND C 2 I
866.5330 FACTOR XI'IlI A, S I MMUNOLOCG CAL TEST SYSTEM

DBT - FACTOR XI11 A, S, ANTI GEN, ANTI SERUM CONTRCL 2 I
866. 5400 ALPHA- GLCBULI N | MMUNCLOG CAL TEST SYSTEM

MAA - ALPHA-1 M CROGLCBULI N, ANTI GEN, ANTI SERUM CONTRCL 2 I

DCO - ALPHA- GLCBULI N, ANTI GEN, ANTI SERUM CONTRCL 2 I
866. 5420 ALPHA-1- G YCCPROTEI NS | MMUNCLOG CAL TEST SYSTEM

LKL - ALPHA-1- ACl D- GLYCOPROTEI N, ANTI GEN, ANTI SERUM CONTRCOL 2 I

DEX - ALPHA-1- B- GLYOCOPROTEI N, ANTI GEN, ANTI SERUM CONTRCOL 2 I

DEN - ALPHA-1- T- GLYOCOPROTEI N, ANTI GEN, ANTI SERUM CONTRCOL 2 I
866. 5425 ALPHA-2- G YCCPROTEI NS | MMUNCLOG CAL TEST SYSTEM

DBC - ALPHA 2, 2N-GLYCCOPROTEI N, ANTI GEN, ANTI SERUM CONTRCL 2 I

DAW - ALPHA- 2- AP- GLYCCPROTEI N,  ANTI GEN, ANTI SERUM CONTRCL 2 I

DEJ - ALPHA-2- GAYCOPROTEI NS, ANTI GEN, ANTI SERUM CONTRCL 2 I

DEF - ALPHA-2- HS- GLYCOPROTEI N, ANTI GEN, ANTI SERUM CONTRCL 2 I
866. 5430 BETA-2- G YCOPROTEIN | | MMUNOLOG CAL TEST SYSTEM

DDN - BETA-2- G.YCOPROTEI N I, ANTI GEN, ANTI SERUM CONTRCL 2 I
866. 5440 BETA-2-QGYCCOPROTEIN 111 | MMUNOLOG CAL TEST SYSTEM

DDK - BETA-2- GQ.YCOPROTEIN I'I'l, ANTI GEN, ANTI SERUM CONTRCL 2 I
866. 5560 LACTI C DEHYDROGENASE | MMUNOLOG CAL TEST SYSTEM

DET - LACTI C DEHYDROGENASE, ANTI GEN, ANTI SERUM CONTRCL 2 I
866. 5570 LACTCFERRI N | MMUNOLOG CAL TEST SYSTEM

DEG - LACTCFERRI N, ANTI GEN, ANTI SERUM CONTRCL 2 I
866. 5590 LIPCPROTEIN X | MMUNCLOG CAL TEST SYSTEM

DEL - LIPCPROTEIN X, ANTI GEN, ANTI SERUM GCONTRCL 2 I
866. 5715 PLASM NOGEN | MMUNOLOG CAL TEST SYSTEM

DDX - PLASM NOGEN, ANTI GEN, ANTI SERUM CONTRCL 2 I
866. 5735 PROTHROMBI N | MMUNOLOG CAL TEST SYSTEM

DDF - PROTHROMBI N, ANTI GEN, ANTI SERUM CONTRCL 2 I
866. 5765 RETI NOL- Bl NDI NG PROTEI N | MMUNOLOG CAL TEST SYSTEM

CZS - RETI NCL- BI NDI NG PROTEI' N, ANTI GEN, ANTI SERUM CONTRCL 2 I
866. 5890 | NTER-ALPHA TRYPSIN | NH Bl TOR | MMUNOLOA CAL TEST SYSTEM

CZO - INTER-ALPHA TRYPSI N | NH BI TOR ANTI GEN, ANTI SERUM CONTRCL 2 I

DEC - INTER-ALPHA TRYPSIN | NH Bl TOR, FI TC, ANTI GEN, ANTI SERUIM
CONTRCL 2 I



CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW

SORTED BY PANEL AND REGULATION 27-MAR-96
MICROBIOLOGY PANEL PAGE 15
SECTI ON - REGULATI ON NAME
NO PRCDUCT CCDE - DEVI CE NAME TI ER CLASS
862.1660 QUALITY CONTROL MATERI AL ( ASSAYED AND UNASSAYED)
MKA - KI'T, D RECT ANTI GEN, NEGATI VE CONTROL 2 I
MZ - KIT, D RECT ANTI GEN, PCSI TI VE CONTROL 2 I
MY - KT, SEROLOA CAL, NEGATI VE CONTROL 2 I
MIX - KI'T, SEROLOA CAL, PCSITIVE CONTROL 2 I
866. 2390 TRANSPCRT CULTURE MEDI UM
JSL - CULTURE MEDI A, ANAERCBI C TRANSPCRT 2 I
JSM - CULTURE MEDI A, NON- PRCPAGATI NG TRANSPCRT 2 I
JSN - CULTURE MEDI A, PRCPAGATI NG TRANSPCRT 2 I
866. 2660 M CROCRGANI SM DI FFERENTI ATI ON AND | DENTI FI CATI ON DEVI CE
MB - ANTIGEN, C. D FFIdLE 2 I
LIB - DEVI CE, GENERAL PURPCSE, M CROBI OLOGY, DI AGNCSTIC 2 I
JTO - DI SCS, STRI PS AND REAGENTS, M CROCRGAN SM DI FFERENTI ATl ON 2 I
MIM - DNA PROBE, GARDNERELLA VAG NALI S 2 I
MIK - DNA PRCBE, TRI CHOMONAS VAG NALI S 2 I
M.A - DNA PRCBE, YEAST 2 I
LQM - GRAM NEGATI VE | DENTI FI CATI ON PANEL 2 I
LQL - GRAM PGSl Tl VE | DENTI FI CATI ON PANEL 2 I
LRH - I NSTRUMENT FOR AUTO READER CF OVERNI GHT M CROCRGAN SM
| DENTI FI CATI ON 2
JSP - KI'T, ANAERCBI C | DENTI FI CATI ON 2 I
JST - KIT, FASTID QUS CRGAN SM5 2 I
JSR - KIT, |DENTIFICATI O\, DERVATCPHYTE 2 I
JSS - KIT, |DENTIFICATI O\, ENTERCBACTERI ACEAE 2 I
JSW- KIT, |DENTIFICATI ON, GLUCOSE NONFERMENTER 2 I
JSY - KIT, |DENTIFICATI O\, MYCOBACTERI A 2 I
JSZ - KIT, |DENTIFICATI QN, PSEUDOMONAS 2 I
JXB - KIT, |DENTIFICATIQN, YEAST 2 I
JWK - KIT, SCREEN NG STAPHYLOCOCCUS AUREUS 2 I
JW - KIT, SCREEN NG TR CHOMONAS 2 I
JXA - KIT, SCREEN NG UR NE 2 I
JXC - KIT, SCREEN NG YEAST 2 I
LJG - QUALI TY CONTROL SLI DES 2 I
LLH - REAGENTS, CLOSTRI DI UM DI FFI A LE TOXI N 2 I
866. 2850 AUTQVATED ZONE READER
KZK - READER, ZONE, AUTQOVATED 2 I
866.2900 M CRCOBI OLOG CAL SPECI MEN COLLECTI ON AND TRANSPORT DEVI CE
LKS - DEVI CE, PARASI TE CONCENTRATI ON 2 I
LIO - DEVI CE, SPECI MEN CCOLLECTI ON 2 I
JTW- SYSTEM TRANSPCRT, AERCBIC 2 I
JTX - TRANSPORT SYSTEMB, ANAERCBI C 2 I
866. 3040 ASPERG LLUS SPP. SEROLOA CAL REAGENTS
JWI - ANTIGEN, CF, ASPERG LLUS SPP. 2 I
KFG - ANTI SERUM PGCSI TI VE CONTROL, ASPERG LLUS SPP. 2 I
866. 3110 CAMPYLCBACTER FETUS SEROLOG CAL REAGENTS
GSP - ANTI SERUM FLUCRESCENT, CAMPYLCBACTER FETUS 2 I
LYR - CAWPYLCBACTER PYLCRI 2 I
LQP - CAWPYLCBACTER SPP. 2 I
LQO - DNA- REAGENTS, CAMPYLOBACTER SPP. 2 I
866.3120 CHLAMYDI A SEROLOA CAL REACGENTS

GPW - ANTI GEN, CF, PSITTACCSI S (CHLAMYDI A GROUP)



CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW

SORTED BY PANEL AND REGULATION 27-MAR-96
MICROBIOLOGY PANEL Continued PACE 16
SECTI ON - REGQULATI ON NAME
NO PRCDUCT CODE - DEVI CE NAME T ER CLASS
LKI - ANTI SERA, FLUORESCENT, CHLAMYDI A SPP. 2 |
LKH - ANTI SERA, | MMUNCPEROXI DASE, CHLAWYDI A SPP. 2 |
GPT - ANTI SERUM CF, PSI TTACOEl S (CHLAWYDI A GROUP) 2 |
LJP - ANTI SERUM FLUORESCENT, CHLAMYDI A TRACHOVATI S 2 |
MGM - C. TRACHOMATI S (CHLAWDI A GROUP) 2 |
MKZ - DNA PRCBE, NUCLEI C AC D AVPLI FI CATI O\, CHLAWMYDI A 3 |
LSK - DNA- REAGENTS, CHLAMYDI A 2 |
LJC - ENZYME LI NKED | MMUNQABSORBENT ASSAY, (CHLAWDI AE GROUP) 2 |
866. 3140 CORYNEBACTERI UM SPP. SEROL.OA CAL REAGENTS
KLH - ANTI SERA, C. ACNES 2 |
GOP - ANTISERA, C. AONES (553, 605) 2 |
A0S - ANTI SERUM FLUCRESCENT, C. D PHTHER AE 2 |
KFl - STRIP, VI RULENCE, CORYNEBACTERI UM D PHTHERI AE 2 |
866. 3145 COXSACKI EVI RUS SEROLOG CAL REAGENTS
G\G - ANTI GENS, CF (I NCLUDING OF OONTROL), COXSACKI EVI RUS
A 1-24, B 1-6 2 |
GNO - ANTI SERA, CF, COXSACKIEVIRUS A 1-24, B 1-6 2 |
G\M - ANTI SERA, FLUORESCENT, COXSACKIEVIRUS A 1-24, B 1-6 2 |
GN\N - ANTI SERA, NEUTRALI ZATI ON, COXSACKIEVIRUS A 1-24, B 1-6 2 |
866. 3200 ECH NOCOOCUS SPP. SEROLOG CAL REAGENTS
GPF - ANTI GEN, AGELUTI NATI NG ECH NOCOCCUS SPP. 2 |
GPD - ANTI GEN, | NDI RECT FLUORESCENT ANTI BCDY TEST, ECH NOCOCCUS
GRANUL CSUS 2 |
GPE - ANTI SERA, PCSI Tl VE CONTROL, ECH NOCOCCUS SPP. 2 |
MM - REAGENTS, CYSTI CERCCSIS 2 |
866. 3235 EPSTEI N- BARR VI RUS SEROLOE CAL REAGENTS
LIJN - ANTIBODY 1GV] | F, EPSTElI N- BARR VI RUS 2 |
GNQ - ANTI GEN, CF (I NCLUDI NG CF OONTRQL), EPSTEI N-BARR VI RUS 2 |
MCD - ANTI GEN, EBV, CAPSI D 2 |
G\P - ANTI SERUM CF, EPSTEI N- BARR VI RUS 2 |
JRY - ANTI SERUM FLUORESCENT, EPSTElI N- BARR VI RUS 2 |
LSF - DNA- REAGENTS, EPSTElI N- BARR VI RUS 2 |
LLM - EPSTElI N- BARR VI RUS NUCLEAR ANTI GEN TEST 2 |
LSE - EPSTElI N- BARR VI RUS, OTHER 2 |

866. 3240 EQUI NE ENCEPHALEMYELI TI S VI RUS SEROLOG CAL REACGENTS
GD - ANTIGENS, CF (I NCLUDI NG CF CONTRCL), EQU NE ENCEPHALI TI S
VI RUS, EEE, 2 I
QL - ANTI SERA, CF, EQU NE ENCEPHALI TI S VIRUS, EEE, WEE
866. 3355 LISTERI A SPP. SEROLOQ CAL REAGENTS

N

GSl - ANTICGENS, SLIDE AND TUBE, ALL TYPES, LISTER A MONOCYTOGENES 2 I

GSH - ANTI SERA, ALL TYPES, LI STERI A MONOCCYTOGENES 2 I

GSG - ANTI SERA, FLUCRESCENT, ALL TYPES, LISTER A MONOCYTOGENES 2 I

MOG - DNA- PROBE, ACGENT, LISTER A 2 I
866. 3360 LYMPHOCYTI C CHORI OMENI NG TI' S VI RUS SEROLOG CAL REAGENTS

AX - ANTICGEN, CF, LYMPHOCYTI C CHORIOMENING TI' S VI RUS 2 I

G - ANTISERUM CF, LYMPHOCYTI C CHORI OMENI NG TI'S VI RUS 2 I
866. 3370 MYCCBACTER UM TUBERCULCSI S | MMUNCFLUCRESCENT REACGENTS

GRT - ANTI SERUM FLUCRESCENT, MYCOBACTER UM TUBERCULCSI S 2 I

LQF - DNA- REAGENTS, MYCOBACTER UM SPP. 2 I
866. 3375 MYCCPLASMA SPP. SERCLOG CAL REAGENTS

GSB - ANTI GENS, CF, ALL, MYCOPLASNVA SPP. 2 I

GSA - ANTI SERA, ALL MYCOPLASNMVA SPP. 2 I

GRZ - ANTI SERA, FLUCRESCENT, ALL, MYCOPLASVA SPP. 2 I

LQG - DNA- REAGENTS, MYCCOPLASNA SPP. 2 I



CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW

SORTED BY PANEL AND REGULATION 27-MAR-96
MICROBIOLOGY PANEL Continued PAGE 17
SECTI ON - REGULATI ON NANME
NO PRCDUCT OCCDE - DEVI CE NAME TIER CLASS
LJZ - ENZYME LI NKED | MVUNOABSORBENT ASSAY, MYCOPLASNMVA SPP. 2 |

866.3380 MJUMPS VI RUS SEROLOA CAL REACGENTS

GRC - ANTIGEN, CF (I NCLUDING CF CONTROL), MUVPS M1 RUS 2 |
GQY - ANTIGEN, HA (I NCLUDI NG HA CONTROL), MUVPS M1 RUS 2 |
GRB - ANTISERIM CF, MUVPS VI RUS 2 |
GRA - ANTI SERIM FLUORESCENT, MUVPS VI RUS 2 |
GRD - ANTI SERIM HAI, MUIVPS VI RUS 2 |
G - ANTI SERIM NEUTRALI ZATI ON, MUMPS VI RUS 2 |
LJY - ENZYME LI NKED | MVUNQABSORBENT ASSAY, MUVPS VI RUS 2 |
866. 3405 POLI OVl RUS SEROLOG CAL REAGENTS
GOH - ANTIGENS, CF (1 NCLUDING CF CONTRCL), PCLI OV RUS 1-3 2 |
GOG - ANTI SERA, CF, PCLIOVIRUS 1-3 2 |
GOE - ANTI SERA, FLUCRESCENT, POLIOVI RUS 1-3 2 |
GOF - ANTI SERA, NEUTRALI ZATI O\, PCLI OVl RUS 1-3 2 |
LI Q - ENZYME LI NKED | MVUNOABSORBENT ASSAY, ROTAVI RUS 2 |
866.3480 RESPI RATORY SYNCYTI AL VI RUS SEROLOG CAL REAGENTS
GG - ANTIGEN, CF (and CF CONTROLS), RESPI RATCRY SYNCYTIAL VI RUS 2 |
GQF - ANTI SERUM NEUTRALI ZATI ON, RESPI RATORY SYNCYTI AL VI RUS 2 |
MCE - RESPI RATCRY SYNCYTIAL VIRUS - ELISA 2 |
LKT - RESPI RATCRY SYNCYTI AL VI RUS, ANTI GEN, ANTIBCDY, |FA 2 |
866.3500 R CKETTS| A SEROLOG CAL REAGENTS
GPS - ANTIGEN, CF, Q FEVER 2 |
GPQ - ANTIGEN, CF, SPOTTED FEVER GROP 2 |
GPO - ANTIGEN, CF, TYPHUS FEVER GROLP 2 |
GPR - ANTISERM CF, Q FEVER 2 |
GPJ - ANTI SERIM FLUORESCENT, Q FEVER 2 |
GPM - ANTI SERIM MR NE TYPHUS FEVER 2 |
GPK - ANTI SERIM R CKETTSI ALPOX 2 |
GPP - ANTI SERUIM ROCKY MOUNTAI N SPOTTED FEVER 2 |
GPN - ANTI SERIM TYPHUS FEVER 2 |
LSQ - REAGENT, RI OKETTSIA SEROLOG CAL 2 |
866.3600 SCH STOSOVA SPP. SEROLOG CAL REAGENTS
G\H - ANTI GEN, FLUORESCENT ANTI BODY TEST, SCH STCSOMA MANSCN 2 |
866.3680 SPOROTHR X SCHENCKI | SEROLOG CAL REAGENTS
GVA - ANTI SERA, FLUCRESCENT, SPCROTHR! X SCHENEKI | 2 |
866.3740 STREPTOOOOCUS SPP. SEROLOG CAL REAGENTS
GTY - ANTIGENS, ALL GROUPS, STREPTOCOCCUS SPP. 2 |
GTZ - ANTI SERA, ALL GROUPS, STREPTOCOCCUS SPP. 2 |
GAC - ANTI SERA, ALL TYPES, STREPTOCOOCUS PNEUMONI AE 2 |
GTX - ANTI SERA, FLUCRESCENT, ALL GROUPS, STREPTOCOCCUS SPP. 2 |
OB - ANTI SERA, FLUCRESCENT, ALL TYPES, STREPTOOOOCUS PNEUMONI AE 2 |
MDK - DNA- PROBE, REAGENTS, STREPTOCOCCAL 2 |
MCT - DNA- PRCBE, STREP PNEUMON AE 2 |
866.3850 TR CH NELLA SPIRALI S SEROLOG CAL REAGENTS
GPl - ANTIGEN, BENTONI TE FLOOCULATI ON, TR CH NELLA SPI RALI S 2 |
GPG - ANTI GEN, LATEX AGGELUTI NATI ON, TR CH NELLA SPIRALIS 2 |
GPH - ANTI SERUIM BENTONI TE FLOOCULATI ON, TR CH NELLA SPI RALI S 2 |
MDT - ELISA, TR CH NELLA SPIRALIS 2 |
866.3870 TRYPANOSOVA SPP. SEROLOG CAL REAGENTS
G\F - ANTIGEN, CF, T. CRUZI 2 |
G\D - ANTIGEN, |HA, T. CRUWZ 2 |
G\E - ANTIGEN, LATEX AGGELUTI NATION, T. CRUZI 2 |
MU - ENZYME LI NKED | MVUNOSORBENT ASSAY, T. CRUZI 2 |
MV - | MVUNOFLUORESCENT ASSAY, T. CRUZI 2 |



CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW

SORTED BY PANEL AND REGULATION 27-MAR-96
NEUROLOGY PANEL PAGE 18
SECTION - REGULATI ON NAME

NO PRODUCT OODE - DEVI CE NAME TIER  QLASS

882. 1030 ATAXI AGRAPH

GNV - ATAXI AGRAPH 2 I
882. 1420 ELECTRCENCEPHALOGRAM (EEGQ SI GNAL SPECTRUM ANALYZER

GA5 - ANALYZER, SPECTRUM ELECTRCENCEPHALOGRAM S| GNAL 2 I
882. 4060 VENTR CULAR CANNULA

HCD - CANNULA, VENTRI CULAR 2 I
882. 4545 SHUNT SYSTEM | MPLANTATI ON | NSTRUVENT

GYK - | NSTRUMENT, SHUNT SYSTEM | MPLANTATI ON 2 I
882. 4650 NEURCSURG CAL SUTURE NEEDLE

HAS - NEEDLE, NEURCSURG CAL SUTURE 2 I
882. 4750 SKULL PUNCH
GXJ - PUNCH, SKULL 2 I



CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW

SORTED BY PANEL AND REGULATION 27-MAR-96
OBSTETRICS AND GYNECOLOGY PANEL PAGE 19
SECTION - REGULATI ON NAME

NO PRODUCT OODE - DEVI CE NAME TIER  QLASS

884. 5435 UNSCENTED MENSTRUAL PAD
HHD - PAD, MENSTRUAL, UNSCENTED 1 I



CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW

SORTED BY PANEL AND REGULATION 27-MAR-96
OPHTHALMOLOGY PANEL PAGE 20
SECTION - REGULATI ON NAME

NO PRODUCT OODE - DEVI CE NAME TIER  QLASS

886. 1780 RETI NOSCCOPE

HKM - RETI NOSCOPE, BATTERY- PONERED 1 I
886. 1940 TONOMETER STER! LI ZER

HKZ - STER LI ZER, TONOMETER
886. 4070 PONERED CCRNEAL BURR

N

HX - BURR, CORNEAL, AG PONERED 2 I

HOG - BURR, CORNEAL, BATTERY- PONERED 2 I

HRG - ENG NE, TREPH NE, ACCESSCR ES, AG PONERED 2 I

HRF - ENG NE, TREPH NE, ACCESSCR ES, BATTERY- PONERED 2 I

HLD - ENG NE, TREPH NE, ACCESSCR ES, GAS- PONERED 2 I
886. 4300 | NTRACULAR LENS QU DE

KYB - LENS, GJ DE, | NTRACCULAR 2 I
886. 4370 KERATOME

HNO - KERATOVE, AG PONERED 1 I

HW - KERATOVE, BATTERY- PONERED 1 I

886. 5850 SUNGLASSES ( NON- PRESCRI PTI ON)
HQY - SUNGLASSES ( NON- PRESCRI PTI ON | NCLUDI NG PHOTCSENSI Tl VE) 1 I



CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW

SORTED BY PANEL AND REGULATION 27-MAR-96
ORTHOPEDIC PANEL PAGE 21
SECTI ON - REGULATI ON NAMVE

NO PRODUCT CCDE - DEVI CE NAMVE TI ER CLASS

888. 1500 AC PONERED GONI OMETER

KQX - GONIOQVETER, AG PONERED 1 I
888. 4150 CALIPERS FOR CLI NI CAL USE

KTZ - CALI PER 1 I



CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW

SORTED BY PANEL AND REGULATION 27-MAR-96
PATHOLOGY PANEL PAGE 22
SECTI ON - REGULATI ON NAMVE

NO PRODUCT CCDE - DEVI CE NAMVE TI ER CLASS

864.2280 CULTURED ANl MAL AND HUVAN CELLS
KIR - CELLS, ANI MAL AND HUVAN, CULTURED 1 I



CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW

SORTED BY PANEL AND REGULATION 27-MAR-96
PHYSICAL MEDICINE PANEL PAGE 23
SECTION - REGULATI ON NAME

NO PRODUCT OODE - DEVI CE NAME TIER  QLASS

890. 3850 MECHANI CAL WHEELCHAI R

LBE - STROLLER, ADAPTI VE 2 I

IR - WHEELCHAI R, MECHANI CAL 2 I
890. 5180 MNANUAL PATI ENT ROTATI ON BED

I NY - BED, PATIENT ROTATI ON, MANUAL 2 I

890.5710 HOT OR COLD DI SPCSABLE PACK
IMD - PACK, HOT OR CCOLD, DI SPCSABLE 2 I



CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW
SORTED BY PANEL AND REGULATION

RADIOLOGY PANEL

SECTI ON
NO

- REGULATI ON NAME
PRCDUCT CCDE - DEVI CE NAME

TIER

27-MAR-96

CLASS

892.

892.

892.

892.

892.

892.

892.

892.

892.

892.

892.

1100

1110

1300

1320

1330

1410

1890

1910

1960

1970

5650

SCI NTI LLATI ON GAMVA CAMVERA

| YX - CAMERA, SCI NTI LLATI ON ( GAMVA)

PCSI TRON CAMVERA

| ZC - CAMERA, PCSI TRON

NUCLEAR RECTI LI NEAR SCANNER

| YW- SCANNER, RECTILI NEAR, NUCLEAR

NUCLEAR UPTAKE PRCBE

I ZD - PRCBE, UPTAKE, NUCLEAR

NUCLEAR WHOLE BODY SCANNER

JAM - SCANNER, WHCOLE BCDY, NUCLEAR

NUCLEAR ELECTROCARDI OGRAPH SYNCHRON ZER

I'YY - SYNCHRON ZER, ELECTROCARDI OGRAPH, NUCLEAR
RADI OGRAPH G- FI LM | LLUM NATCR

I XC - | LLUM NATOR, RADI OGRAPHI G FI LM

JAG - | LLUM NATCR, RADI OGRAPH G FI LM EXPLOSI ON- PROCF
RADI OCGRAPH C &(RI D

IXJ - GRD RAD OCGRAPH C

RADI OGRAPHI C | NTENSI FYI NG SCREEN

EAM - SCREEN, | NTENSI FYI NG RADI CGRAPH C

RADI OGRAPH C ECGE RESPI RATOR SYNCHRONI ZER

| XO - SYNCHRON ZER, ECGE RESPI RATOR, RADI OGRAPH C
MANUAL RADI ONUCLI DE APPLI CATCR SYSTEM

IW - SYSTEM APPLI CATOR, RADI ONUCLI DE, NMANUAL
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CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW

SORTED BY PANEL AND REGULATION 27-MAR-96
GENERAL AND PLASTIC SURGERY PANEL PAGE 25
SECTION - REGULATI ON NAME

NO PRODUCT OODE - DEVI CE NAME TIER  QLASS

878. 4200 | NTRODUCTI ON DRAI NAGE CATHETER AND ACCESSCRI ES

KGZ - ACCESSCRIES, CATHETER

CE - ADAPTOR CATHETER

FGY - CANNULA, | NJECTI ON

GBA - CATHETER, BALLOON TYPE

GBZ - CATHETER, CHOLANG OGRAPHY

GBQ - CATHETER, CONTI NUCUS | RRI GATI ON

@BY - CATHETER, EUSTACH AN, GENERAL & PLASTI C SURGERY

JCY - CATHETER | NFUSI ON

GBX - CATHETER | RRI GATION

@GBP - CATHETER, MULTI PLE LUMVEN

GBO - CATHETER, NEPHROSTOMY, GENERAL & PLASTI C SURGERY

GBN - CATHETER, PEDIATRIC, GENERAL & PLASTI C SURGERY

GBW- CATHETER PER TONEAL

GBS - CATHETER VENTR CULAR GENERAL & PLASTI C SURGERY

QCD - CONNECTCR  CATHETER

QCC - DI LATOR CATHETER

QCB - NEEDLE, CATHETER
878.4320 REMOVABLE SKIN CLIP

FZQ - CLIP, REMOVABLE (SKIN)
878.4460 SURGEON S GLOVES

KGO - SURGEON S GLOVES 1 |
878.4680 NONPOMNERED, SINGLE PATI ENT, PORTABLE SUCTI CN APPARATUS

QCY - APPARATUS, SUCTION, SINGLE PATIENT USE, PORTABLE, NONPONERED 2 |
878.4760 REMOVABLE SKI N STAPLE

QDT - STAPLE, REMOVABLE (SKIN) 2 |
878.4820 AC PONERED, BATTERY- PONERED, AND PNEUMATI CALLY POWERED SURG CAL

| NSTRUVENT MOTCOR

NNNNNNNPNDNNNNNNNDNDN

N

GG - BIT, SURGE CAL 2 |
GFA - BLADE, SAW GENERAL & PLASTI C SURGERY, SURG CAL 2 |
DWH - BLADE, SAW SURG CAL, CARDI OVASCULAR 2 |
BTX - BOARD, ARM (W TH COVER) 2 |
GFE - BRUSH, DERVABRAS| ON 1 |
GFF - BUR SURG CAL, GENERAL & PLASTI C SURGERY 2 |
KDG - CH SEL ( GSTEOTOVE) 2 |
GFD - DERVATOVE 2 |
GFC - DRIVER SURG CAL, PIN 2 |
GFB - HEAD, SURA CAL, HAMMVER 2 |
GEY - MOTCR SURG CAL | NSTRUVENT, AGC- PONERED 2 |
GET - MOTOR SURG CAL | NSTRUVENT, PNEUMATI C POAERED 2 |
DV - SAW ELECTR CALLY POMERED 2 |
KFK - SAW PNEUVATI CALLY POWERED 2 |
HAB - SAW POWERED, AND ACCESSCR! ES 2 |

878.4960 Al R OR AC PONERED OPERATI NG TABLE AND Al R CR AC- PONERED

CPERATI NG CHAI R & ACCESS
GBB - GHAIR SURG CAL, AG PONERED 2 |
FQO - TABLE, OPERATI NG ROOM AG PONERED 2 |
@GC - TABLE, CPERATI NG ROOM ELECTRI CAL 2 |
FWV- TABLE, OPERATI NG ROOM PNEUNMATI C 2 |
JEA - TABLE, SURG CAL W TH ORTHOPEDI C ACCESSCRI ES, AC- PONERED 2 |

880. 5090 LI QU D BANDAGE
KMF - BANDAGE, LIQU D

N



CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW

SORTED BY PANEL AND REGULATION 27-MAR-96
CLINICAL TOXICOLOGY PANEL PAGE 26
SECTION - REGULATI ON NAME

NO PRODUCT OODE - DEVI CE NAME TIER  QLASS

862. 2230 CHROVATOGRAPH C SEPARATI ON MATER AL FOR CLI NI CAL USE

DKO - ADSCRBENTS, | ON- EXCHANGE 1 |
DIY - | O\ EXCHANGE CHROVATOGRAPHY 1 |
DMVG - PAPERS, | ON 1 |
KEA - RESINS, | ON- EXCHANGE 1 |
862. 2250 GAS LI QU D CHROVATOGRAPHY SYSTEM FCR CLI N CAL USE
JSQ - CHROVATOGRAPHY FOR BACTER! AL | DENTI FI CATI ON 2 |
KZQ - CHROVATOGRAPHY( GAS), CLINICAL USE 2 |
DLG - COATING LIQUD dcC 2 |
DJIA - COLUWN SUPPORTS, G.C 2 |
DIl - COLUMS, G.C 2 |
DVB - GASES, GL.C 2 |
862.2260 H GH PRESSURE LI QU D CHROMATOGRAPHY SYSTEM FOR CLI NI CAL USE
KIE - APPARATUS, H GH PRESSURE LI QU D CHROVATOGRAPHY 2 |
KZR - CHROMATOGRAPHY (LI QU D, GEL), CLINICAL USE 2 |
DPM - COLUWNS, LI QU D CHROVATOGRAPHY 2 |
LEQ - DETECTCRS, ELECTROCHEM CAL, LI QU D CHROVATOGRAPH 2 |
LDM - | NSTRUVENTATI ON, H GH PRESSURE LI QU D CHROVATOGRAPHY 2 |
DVZ - LI QU D CHROVATOGRAPHY, ADSCRBENT 2 |
DNH - RESINS, | ON-EXCHANGE, LI QU D CHROVATOGRAPHY 2 |
862.2270 TH N-LAYER CHROVATOGRAPHY SYSTEM FCR CLI N CAL USE
DPA - APPARATUS, GENERAL USE, TH N LAYER CHROVATOGRAPHY 1 |
DLC - ATOM ZER TLC 1 |
KZS - CHROMATOGRAPHY (THI N LAYER), CLIN CAL USE 1 |
DKY - | NDI CATOR ALUM NA FLUORESCENT, TLC 1 |
DJO - | NDI CATOR CELLULOSE FLUCRESCENT, TLC 1 |
DLO - | NDI CATOR SILICA GEL FLUORESCENT, TLC 1 |
DLY - PLATE, ALUMNA TLC 1 |
DKG - PLATE, CELLULOSE, TLC 1 |
DKS - PLATE, SILICA GEL, TLC 1 |
DKK - TANKS, DEVELCPING TLC 1 |
DIS - U V. LIGHT, TLC 1 |
862. 2850 ATOM C ABSORPTI ON SPECTROPHOTOVETER FOR CLI NI CAL USE
JXR - ATOM C ABSCRPTI ON SPECTROPHOTOMETER, GENERAL USE 2 |
862. 2860 MASS SPECTROVETER FCR CLI N CAL USE
DOP - MASS SPECTROVETER CLI N CAL USE 2 |
862. 3050 BREATH ALCOHOL TEST SYSTEM
DJZ - DEVI CES, BREATH TRAPPING ALCCHOL 2 |
862.3110 ANTI MONY TEST SYSTEM
DNE - ATOM C ABSCRPTI ON,  ANTI MONY 2 |
862.3120 ARSEN C TEST SYSTEM
DNZ - ATOM C ABSCRPTI ON, ARSEN C 2 |
862.3220 CARBON MONOXI DE TEST SYSTEM
JKT - GAS CHROVATOGRAPH, CARBON- MONOXI DE 2 |
JKS - SPECTRAL ABSCRB. CURVE, OXYHEMDGELCBI N, CARBOXYHEMOGLCBI N, 2 |

862. 3240 CHOLI NESTERASE TEST SYSTEM
DLI - ACETYLCHOLI NE CHLORI DE, SPEC FI C REAGENT FOR PSEUDO
CHOLI NESTERASE 2 I
DI G - CHOLI NESTERASE TEST PAPER 2
DIH - COLCR METRY, CHOLI NESTERASE 2 I
DCOH - ELECTROVETRY, CHOLI NESTERASE 2



CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW

SORTED BY PANEL AND REGULATION 27-MAR-96
CLINICAL TOXICOLOGY PANEL Continued PAGE 27
SECTION - REGULATI ON NAME
NO PRODUCT OCDE - DEVI CE NAME TIER  CLASS
DVR - SCLUTION, M N TROPHENCL, SPECI FI C REAGENT FCR CHOLI NESTERASE 2 !
862.3280 CLINI CAL TOXI OOLOGY CONTROL MATERI AL
DKC - ALCCHOL CONTROL MATERI ALS 2 !
DIK - DI G TOXI N CONTROL SERIM RIA 2 !
DVP - DI GOXI N CONTROL SERWM RIA 2 !
DI F - DRUG M XTURE CONTRCL MATER ALS 2 !
LAS - DRUG SPEQ FI C CONTROL MATER ALS 2 !
DE - HEAVY METALS CONTRCL MATER ALS 2 !
LAX - LI DOCAINE GONTROL MATERI ALS 2 !
LAY - METHOTREXATE CONTRCL MATER! ALS 2 !
LAZ - N ACETYLPROCAI NAM DE OONTRCL MATER! ALS 2 !
LBA - PROCAI NAM DE CONTROL MATER! ALS 2 !
LAW - THECPHYLLI NE CONTRCL MATER! ALS 2 !
862.3600 MERCURY TEST SYSTEM

DPH - MERCURY, ATOM C ABSCRPTI ON

N



List of Class Il Devices for Third-Party Review Pilot Program

(Revised: 22-JUL-96)

Date Eligible for Device Classification Division/ Class/ | Avg. #510(k)s Basis for Third-Party
Third-Party Review Regulation Panel Tier Per Year Review (when eligible)
Condoms (latex only):
01-AUG-96 Condom 884.5300 DRAERD/OB /2 4 - ISO standard,;
- ASTM standard;
- FDA guidance document
01-AUG-96 Condom with spermicidal 884.5310 DRAERD/OB /2 1 " " "
lubricant
Tampons:
* Scented or scented deodorized 884.5460 DRAERD/OB /2 5 - FDA guidance document;
menstrual tampon - Tampon labeling regs.
(21 CFR 801.430)
* Unscented menstrual tampon 884.5470 DRAERD/OB /1 9 " " "
Diagnostic ultrasound:
* Nonfetal ultrasonic monitor 892.1540 DRAERD/RA /2 1 - AIUM/NEMA standards;
- FDA guidance document
* Ultrasonic pulsed doppler 892.1550 DRAERD/RA /2 10 " " "
imaging system
* Ultrasonic pulsed echo imaging 892.1560 DRAERD/RA /2 20
system
* Diagnostic ultrasonic transducer 892.1570 DRAERD/RA /2 10

"This device is not yet eligible for third-party review. FDA will update this list on a quarterly basis during the first year of the pilot
program to designate additional devices on this list as eligible for third-party review.
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Date Eligible for Device Classification Division/ Class/ | Avg. #510(k)s Basis for Third-Party
Third-Party Review Regulation Panel Tier Per Year Review (when eligible
Dental alloys:
*
Gold-based alloys and precious 872.3060 DDIGD/DE /2 65 - ANSI/ADA specifications;
metal alloys for clinical use - FDA guidance document
*
Base metal alloy 872.3710 DDIGD/DE /2 8 " " "
01-AUG-96 Clinical electronic thermometer 880.2910 DDIGD/GH /2 15 - ASTM standard;
(except tympanic or pacifier - FDA guidance document
thermometers)
* Hypodermic single lumen needle 880.5570 DDIGD/GH /1 39 - ISO standard;
(includes sharps containers other - FDA guidance document
than needle destruction devices;
excludes anti-stick and self-destruct
needles)
* Piston syringe 880.5860 DDIGD/GH /1 20 - ISO standard;
(except anti-stick and self-destruct) - FDA guidance document
01-AUG-96 Steam sterilizer 880.6880 DDIGD/GH /2 4 - ANSI/AAMI standard;
(greater than 2 cubic feet) - FDA guidance document
* Intramedullary fixation rod 888.3020 DGRD/OR /2 10 - FDA guidance document
External fixators:
* Single/multiple component 888.3030 DGRD/OR /2 6 - FDA guidance document
metallic bone fixation appliances
and accessories
(except devices with no external
components)

"This device is not yet eligible for third-party review. FDA will update this list on a quarterly basis during the first year of the pilot
program to designate additional devices on this list as eligible for third-party review.
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Date Eligible for Device Classification Division/ Class/ | Avg. #510(k)s Basis for Third-Party
Third-Party Review Regulation Panel Tier Per Year Review (when eligible
External fixators (continued):
*
Smooth or threaded metallic 888.3040 DGRD/OR /2 18 - FDA guidance document
bone fixation fastener
(except devices with no external
components)
* Human chorionic gonadotropin 862.1155(a) DCLD/CH /2 15 - FDA guidance document;
(HCQG) test system intended for the - In vitro labeling regs.
early detection of pregnancy (21 CFR 809.10)
(non-OTC use only)
* Hematology quality control mixture 864.8625 DCLD/HE /2 8 - FDA guidance document;
- In vitro labeling regs.
(21 CFR 809.10)
* Antimicrobial susceptibility test disc 866.1620 DCLD/MI /2 8 - NCCLS standard;
(manual testing only) - FDA guidance document;
- In vitro labeling regs.
(21 CFR 809.10)
* C-reactive protein immunological 866.5270 DCLD/IM /2 3 - FDA guidance document;
test system - In vitro labeling regs.
(21 CFR 809.10)
01-AUG-96 Rheumatoid factor immunological 866.5775 DCLD/IM /2 3 - FDA guidance document;
test system - In vitro labeling regs.
(21 CFR 809.10)
Noninvasive blood pressure
measurement devices:
* Blood pressure cuff 870.1120 DCRND/CV /1 7 - FDA guidance document;
(manual/non-electronic devices - ANSI/AAMI standard
only)

"This device is not yet eligible for third-party review. FDA will update this list on a quarterly basis during the first year of the pilot
program to designate additional devices on this list as eligible for third-party review.

-3-



Date Eligible for Device Classification Division/ Class/ | Avg. #510(k)s Basis for Third-Party
Third-Party Review Regulation Panel Tier Per Year Review (when eligible)
* Noninvasive blood pressure 870.1130 DCRND/CV /1 11 " " "
measurement system
(manual/non-electronic devices
only)
ECG-related devices:
* Electrocardiograph (ECG) lead 870.2350 DCRND/CV /1 1 - AAMI standard;
switching adaptor - FDA guidance document
* Electrocardiograph (ECG) 870.2360 DCRND/CV /2 14 " " "
electrode
* Electrocardiograph (ECG) surface 870.2370 DCRND/CV /2 0 " " "
electrode tester
01-AUG-96 Transcutaneous electrical nerve 882.5890 DCRND/NE /2 16 - ANSI/AAMI standard;
stimulator for pain relief - FDA guidance document
* Vitreous aspiration and cutting 886.4150 DOD/OP /2 7 - FDA guidance document
instrument
(includes stand-alone systems and
accessories only)
* Phacofragmentation system 886.4670 DOD/OP /2 14 - FDA guidance document
(includes stand-alone systems and
accessories only)

"This device is not yet eligible for third-party review. FDA will update this list on a quarterly basis during the first year of the pilot
program to designate additional devices on this list as eligible for third-party review.
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